
Medical Devices; Exemptions From Premarket ~~~i~~Gat~un~ Erass El Devices 

AGENCY: Food and Drug Ad~n~strati~n, WI-IS. 

ACTION: Final rule. 

~~~~A~Y: e Food and Drug Administration (FDA) is publishing a final rule exempting from 

the premarket notification requirements the fluoroscopic compression device, a manual c~rnpr~ss~~n 

device that allows a radiologist to press on the abdomen during a fluoroscopk procedure without 

exposing his or er hand to the x-ray beam. The device is classified as an accessory to the image- 

~nt~~s~~ed fluorosco@c x-ray system. FDA received a petition requesting an exemption for the 

eon device, a type of ~u~ruscup~c manual compression device. FDA is expanding the 

~x~mptiun for this type of generic device to include other fluoroscopic compression devices, FIIA 

is publishing this order in accordance with the Foad and Drug Ad~n~s~ati~n Modernization Act 

OH FURTHER ~NF~~~ATI~N CONTACT: Weather S, Rosecrans, Center for Devices and RadioXogical 

eafth (~Z~~~), Food and Drug Adrn~~s~ati~n, 9200 Corpurate Blvd., Ro&viIle, MD 20850, 

301-594--I 190. 



Under section 5 13 of the Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 36&z), 

A must cfassify devices into une of three regulatory cXasses: Class I, class If, or class XXI. FDA 

c~ass~~~ati~n af a device is determined by the amount of regulation necessary to provide a 

reasonabfe assurance of safety and effectiveness, Under the Medical Device Amendments of 1976 

(the X976 ~endments (Public Law 94-295)), as amended by the Safe Medical Devices Act of 

1990 (the SMDA (Public Law IQ&62933, devices are to be classified into class f (general controls) 

if there is information showing that the general. controls of the act are sufficient to assure safety 

and effectiveness; into class If (special contra s), if general contds, by themsdves, are ~ns~f~c~~nt 

to provide reasonable assurance of safety and effectiveness, but there is sufficient inf~~ati~~ to 

sh special controls to provide such assurance; and into class III (premarket approval), if 

there is insufficient infu~ation to support classifying a device into class X or class II and the 

evice is a life-sustaining or ~ifeusupp~~ing device or is for a use t at is of substantial. importance 

in preventing ~mpa~ent of human health, or presents a potential unreasonable risk of illness or 

injury. 

Mrost generic types u devices that were on the market before the date of the 1976 ~endments 

(May 28, 1976) (generally referred to as pr~~endments devices) have been classified by FDA 

under the procedures set forth in section 513(c) and (d) of the act through the issuance of 

classificatian regulations into one of these three regulatory classes. Devices introduced into 

interstate commerce for the fast time on or after May 28, 1976, (generally referred to as 

~~st~~ndrne~ts devices) are classified trough the premarket notification process under section 

Sag af the act (21 USC. 360(k)). Section 510(k) of the act and the implementing regulations 

(2X CFR part 807) require persons who intend tu market a new device to submit a premarket 

~~ti~~at~~n report (510(k)) containing information that allows FDA to determine whether the new 

stantially equivalent” within the meaning of section 5 13(i) of the ac=t to a legally 

arketed device that does nut require premarket approval. 
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On November 21, 1997, the President signed into law FDAMA (Public Law 105-l 15). Section 

6 of FDAMA, in part, added a new section 5 IO(m) to the act. Section 510(m)(1) of the act 

requires FDA, within 60 days after enactment of FDAMA, to publish in the Federal Register 

a fist of each type of class IX device that does not require a report under section 510(k) of the 

act to provide reasonable assurance of safety and effectiveness. Section 510(m) of the act further 

es that a 5 IO(k) wiff no longer be required for these devices upon the date of pnb~~~at~~n 

of the list in the Federal Register. FDA published that first in the Federal Register of January 

21, 1998 (63 FR 3142). 

Section 5 10(m)(2) of the act provides that 1 day after date of ~ub~~catiun of the 

section 5 1 ~(m)( 1) of the act, FIDA may exempt a device on its own initiative or upon petition 

of an interested person, if FDA determines that a 510(k) is not necessary to provide reasonable 

assurance of the safety and effectiveness of the device. T’his section requires FDA tu rubbish in 

the Federal Register a notice of intent to exempt a device, or of the petition, and to provide 

a 30-day comment period. Within 120 days of publication of this document, FDA must pubhsh 

in the Federal Register its final determination regarding the exemption of the device that was 

e subject of the notice. If FDA fails to respond to a petition under this section within 180 days 

, the petition shall be deemed granted. 

There are a number of factors FDA may consider to determine whether a 510(k) is necessary 

to provide reasonable assurance of the safety and effectiveness of a class XX device. T 

are discussed in the guidance that the agency issued on February 19, 1998, entitled “Precedures 

fcv Class 11 Device Exemptions Frum Premarket Notification, Guidance for Industry and CDRH 

Staff.” T’hat guidance can e obtained through the Internet on the CDRH home page at http://’ 

www .fda.gov/cdrh or by facsimile ough CDRW Facts-on-Demand at L-8OU-899-O38~ or 301-- 

827-G 11. Specify “159” when prompted for the document shelf number. 
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On March 25,2001, FDA received a petition requesting an exemption from premwket 

noti~~ation for the F-Spoon, a manual compression device that allows a radiologist to press on 

e abdomen during a fluoruscopic procedure without exposing his or her hand to the x-ray beam. 

1 Register of June l&2001 (66 FR 32828), FDA published a notice announcing 

that this petition had been received and provi ed an opportunity for interested persons to submit 

comments on the petition y July 18,200f. FI?A also announced that it intended to expand the 

exemption to include alf fluoroscupic compression devices of this generic type, subject to 

dictations in 21 CFR 892.9. FDA received no comments. FDA has reviewed the petition and 

has determined that this device meets the criteria for exemption described previously and is, 

therefore, issuing this order exempting the device frum the requirements of premarket notification. 

The ~uorosco~i~ compression device is an accessory to the image-intensified fhroroscopic x-ray 

system classified under 21 CFR 892.1650. 

The agency has determined under 2 1 CFR 25.30(h) that this action is of a type that does 

not individually or cumulatively have a significant effect on the human enviro~ent. Therefore? 

neither an environmental assessment nor an enviro~enta~ impact statement is required. 

V, Analysis of l[mpacts 

FDA has examined the impacts of the final rule under Executive Order 12866 and the 

ReguIatory Flexibility Act (5 U.S.C. 6Ol-612) (as amended by subtitle D of the Smaff Business 

Regulatory Fairness Act of 1996 (Pu hc Law 104-121)), and the Unfunded Mandates Reform, 

Act of 1995 (Public Law 104-4). Executive Order 12866 directs agencies to assess all costs and 

benefits of available regulatory ahematives and, when regulation is necessary, to select regufatory 

approaches that maximize net benefits (intruding potential economic, environmental, public heaf 

d safety, and other advantages; distributive impacts; and equity). The agency believes that 



5 

final rule is consistent with the regulatory philosophy and principles identified in the Executive 

order. In addition, the final rule is not a significant regulatory action as defined by the Executive 

order and so is not subject to review under the Executive order. 

e Regn~atQ~ Flexibi~i~ Act requires agencies to analyze regulatory options that would 

minimize any significant impact of a rule on small entities. Because this rule will relieve a burden 

and simplify the m~keting of these devices, the agency certifies that the final rule will not have 

a sigtificant economic impact on a substantia number of small entities. Therefore, under the 

ReguXatmy exibility Act, no fu er analysis is required. 

VI, Paperwork Reduction Act of 1995 

FDA concludes that this final rule contains no c:ollections of info~at~~n. Therefore, clearance 

y the Office of Management and Budget under the Paperwork Reduction Act of 1995 is not 

required. 

VII. ~edera~~s~ 

FDA has analyzed this final rule in accordance with the principles set forth in Executive 

er 1.3132. FDA has determined that the rule does not contain paficies that have substantial 

direct effects on the States, on the relationship between the Natiunal Government and the States, 

e distribution of power and responsibilities among the various levels of government. 

Accordingly, the agency has concluded that the rule dues not contain pul ties that haye fede;rafism 

imprecations as defined in the Order and, consequently, a federalism summary impact statement 

is nut required. 

List of Subjects in 21 CFR Part 892 

Medical devices, Radiation protection, X-rays. 

Therefore, under the Federal Fctod, Drug, aud Cosmetic Act and under authority delegated 

to the Commissioner of Food and Drugs, 21 CFR part 892 is amended as follows: 





Dated: r I 
October 25, 2001. 

Deputy Director, 
Center for Deufces and Radiological Health. 

Dot. Oh-????? Filed ??-??--Ol; 8~45 am] 


